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This Office action is in response to Applicants' remarks received June 27, 2008. 

Applicants' arguments have been fully considered and are deemed to be persuasive to 
overcome some of the rejections previously applied. Rejections and/or objections not reiterated 
from previous Office actions are hereby withdrawn. 

Claims 1-8 are pending and currently under examination. 

Priority: The request for priority to JAPAN 2002-328243, filed November 12, 2002, is 
acknowledged. 

Objections and Rejections 

The following is a quotation of 35 U.S. C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

Claims 1-4, 6, 8 are rejected under 35 U.S.C. 103(a) as being unpatentable over Saitoh et 
al. (US 6638562; previously cited) in view of Nagano et al. (JP 5043597; IDS 04.26.05). Claim 
1 has been given its broadest and most reasonable interpretation, i.e. a process for producing 
soybean protein comprising heating a soybean protein solution under acidic conditions, and then 
fractionating it (ionic strength 0.02, pH 4.5-5.6) into a soluble fraction and an insoluble fraction. 
In Example 2, Saitoh et al. disclose a process for producing soybean protein comprising heating 
a solution of defatted-soybean milk at pH 5.9 to 40°C (col. 9 lines 10-14). Saitoh et al. further 
disclose that phytase was added to the soybean protein solution and fractionated to obtain an 
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insoluble fraction and a soluble fraction (col. 9 lines 16-20). Saitoh et al. disclose a 7S and an 
lis globulin protein with a phytic content of 0.05% weight of protein (col. 9 line 18, lines 30- 
35). Saitoh et al. do not teach "fractionation conditions" at an ionic strength of 0.02 and pH of 
4.5-5.6. 

Nagano et al. disclose a method for fractioning 7S protein which comprises adjusting 
ionic strength and pH of a protein-containing solution into specific ranges to remove an insoluble 
fraction and further adjusting the ionic strength and pH to collect the formed insoluble fraction 
(JP 5043597 abstract; IDS 04.26.05). Nagano et al. disclose de-fatted soybeans were 
fractionated at an ionic strength of 0.2-0.3 and at a pH 4.8-5.2 to obtain an insoluble fraction 
(that is subsequently removed) and a soluble fraction (supernatant containing 7S protein). 
Further fractionation of the supernatant liquid allows a 7S protein of greater than 90% purity to 
be obtained. 

It would have been obvious to one of ordinary skill in the art at the time the invention 
was made to modify the teachings of Saitoh et al. by using the fractionation conditions (ionic 
strength 0.2, pH 4.8-5.2) of Nagano et al. during the fractionation process of Saitoh et al. in order 
to obtain a soluble fraction and an insoluble fraction (claims 1-4, 6, 8). The motivation to do so 

is given by Nagano et al., which disclose that a high purity 7S protein can be obtained from 
soybean protein by adjusting the ionic strength and pH value of the protein-containing solution to 
obtain a soluble fraction (7S protein) and an insoluble fraction. 

In their remarks, Applicants assert that according to the present invention, an insoluble 
fraction (containing 1 IS globulin) can be separated, at a rapid separation-precipitate rate, by 
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heating a solution containing protein under acidic conditions, and then fractionating it at an ionic 
strength of 0.02 or more and pH of 4.5-5.6. Saitoh et al. do not teach or suggest that an insoluble 
fraction (which contains 1 IS globulin) can be separated by fi-actionating the solution containing 
soybean protein, which has been heated under acidic condition at an ionic strength of 0.02 or 
more and pH 4.5-5.6. Applicant's arguments have been fiiUy considered but they are not 
persuasive. 

As noted above, Saitoh et al. disclose a method of heating a soybean protein-solution 
under acidic conditions and then fractionating it to separate into a soluble fraction and an 
insoluble fraction (col. 9, example 2). It is noted that Saitoh et al. do not teach an ionic strength 
of 0.02 and a pH of 4.5-5.6 during the fractionating. However, this deficiency is believed to be 
remedied by the Nagano et al. reference, which teach fractionating a soybean protein-solution at 
an ionic strength of 0.02 and pH 4.5-5.6 to separate into a soluble fraction and an insoluble 
fraction can yield a high-purity 78 protein. Therefore, Saitoh et al. is still believed to be relevant 
art under 103(a) in view of Nagano et al. 

Claims 5, 7 are rejected under 35 U.S.C. 103(a) as being unpatentable over Saitoh et al. 
(US 6638562; previously cited) in view of Nagano et al. (JP 5043597; IDS 04.26.05). The 
teachings of Saitoh et al. are outlined above. Saitoh et al. teach a ratio of 7S globulin/(l IS 
globulin + 7S globulin) is 0.9 in the soluble fraction (col. 9 lines 30-40). Claims 5-7 recite a 
content of a polar lipid extracted by a mixed solvent of chloroform and methanol is 1% by 
weight or 2% by weight or less, respectively, which can include 0%; therefore, the instant 
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process does not necessarily have to comprise the extraction step by a mixed chloroform and 
methanol solvent. Saitoh et al. do not teach a further fractionation step of the soluble fraction. 

The teachings of Nagano et al. are outlined above and summarized herein. Nagano et al. 
disclose de-fatted soybeans were fractionated at an ionic sfrength of 0.2-0.3 and at a pH 4.8-5.2 
to obtain an insoluble fraction (that is subsequently removed) and a soluble fraction (supernatant 
containing 7S protein). Nagano et al. disclose an additional fractionation step of the supernatant 
liquid (soluble fraction) at an ionic sfrength of 0.2 and a pH 4.6-5.0 allows a 7S protein of greater 
than 90% purity to be obtained. 

It would have been obvious to one of ordinary skill in the art at the time the invention 
was made to modify the teachings of Saitoh et al. by further fractionating the soluble fraction 
(containing 7S protein) as suggested by Nagano et al. in the process of Saitoh et al. (claim 5). 
Since Saitoh et al. disclose that the soluble fraction has a contamination rate of 2.9% of 1 IS 
protein (col. 9 line 39), one of ordinary skill would be motivated to add the additional 
fractionation step of Nagano et al. and expect to have reasonable success in obtaining a high 
purity 7S protein product since Nagano et al. suggest the soluble fraction (containing 7S protein) 
can be fiirther fractionated to obtain a 7S protein having greater than 90% purity 

Saitoh et al. teach a ratio of 1 IS globulin/(l IS globulin + 7S globulin) of 1 IS globulin 
protein is 0.9 in the insoluble fraction (col. 9 lines 30-40). Saitoh et al. do not teach a further 
fractionation step of the insoluble fraction. 

However, in view of Nagano et al., it would have been obvious to one of ordinary skill in 
the art at the time the invention was made to further fractionate 1 IS globulin protein from the 
insoluble fraction obtained by the fractionation process of Saitoh et al. (claim 7). The motivation 
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to do so is provided by Saitoh et al. which discloses that the insoluble fraction has a 
contamination of 7.0% of 7S globulin (col. 9 line 39); therefore, one of ordinary skill has a 
reasonable expectation of success in fiirther fractionating the 1 IS globulin protein of Saitoh et al. 
because a fiirther separation step will yield a purer 1 IS globulin protein product. In view of 
Nagano et al, it would be reasonable for one of ordinary skill to extend the same reasoning as 
noted for further fractionating the soluble fraction to further fractionating the insoluble fraction. 

The reasons for maintaining the Saitoh et al. reference is the same as noted above. The 
deficiencies of Saitoh et al. are believed to be remedied by Nagano et al. 

Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 

Applicant is reminded of the extension of time policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1 .136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 
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No claim is allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Marsha M. Tsay whose telephone number is (571)272-2938. The 
examiner can normally be reached on M-F, 9:00am-5 :00pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor. Dr. Kathleen Kerr Bragdon can be reached on 571-272-093 1 . The fax phone number 
for the organization where this apphcation or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Maryam Monshipouri/ 

Primary Examiner, Art Unit 1656 



September 19, 2008 



